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I) S Responsive to communication(s) filed on 02 July 2007 . 
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DETAILED ACTION 

Claims 1-67 are pending in the case. 
Claims 1 3-67 are withdrawn. 

Receipt of Information Disclosure Statements on 7/2/07 and 8/29/07 is 
acknowledged. 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

(b) the invention was patented or described in a printed, publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3, 5-7 rejected under 35 U.S.C. 102(b) as being anticipated by Bilcock 
et al. (previously cited) and BCCM-BCCM/LMBP plasmids catalogue 
( bccm.be.sp.be/db/lmbp plasmid details. php?NM=pAT1 53 website) (cited for 
informational purposes only). 

Bilcock et al. disclose vectors comprising a first restriction enzyme site that 
generates a 3'end, which is 5' to a recognition site for a second restriction enzyme 
which generates blunt ends. The second restriction enzyme which generates blunt 
ends may be a site such as Sspl, Srfl, Seal, Sapl, EcoRV, etc.(see attached map of 
pAT153, from which pDB8 is constructed), all of which generate blunt ends. Further, 
enzymes such as Alul that generate blunt ends, and which recognize 4 nucleotides, are 
frequent in the plasmid of Bilcock et al. and would be expected to be 3' to one of the 
Sgfl site. Furthermore, it is noted that since there are two Sgfl and Srfl sites in pDB8, as 
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applicants note, it is maintained that at least one of the Sgfl sites generates a 3TA 
overhang that is 5' to at least one of the Srfl sites. There is no requirement in the claims 
that only one of each of these first and second recognition sites are in the vector. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-12 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

The specification as originally filed does not provide support for the invention as 
now claimed: of "wherein the site in the recombinant vector formed by ligation of the 
3'TA overhang and the end generated by Sgfl is 5' to the open reading frame, and 
wherein if the vector backbone has an open reading frame that is 5' to the site and is in 
frame with the open reading frame 3' to the site, the vector backbone includes a 
promoter that is operably linked to the open reading frame which is 5' to the site". This 
a new matter rejection. The specification does not provide sufficient blazemarks nor 
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direction for the instant methods encompassing the above-mentioned limitations, as 
currently recited. The instant claims now recite limitations which were not clearly 
disclosed in the specification as-filed, and now change the scope of the instant 
disclosure as-filed. Such limitations recited in the present claims, which did not appear 
in the specification, as filed, introduce new concepts and violate the description 
requirement of the first paragraph of 35 U.S.C. 112. 

This rejection is maintained essentially for the reasons set forth in the previous 
Office action, mailed 4/5/07. 

Applicant's arguments filed 7/2/07 have been considered but have not been 
found convincing. Applicants have stated that Figures 14-16 and particular lines in the 
specification provide support for the recitation in claim 1 . However, and examination of 
these sections does not find such support. Therefore, the rejection is maintained. 

Claims 10-12 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

. This rejection is maintained essentially for the reasons set forth in the previous 
Office action, mailed 4/5/07. 

Applicant's arguments filed 7/2/07 have been considered but have not been 
found convincing. Applicants have argued that regarding the recitation of "X1-X3", etc., 
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a standard textbook discloses "every codon including stop codons". However, it is 
acknowledged that stop codons are known in the art. However, the rejection was based 
on a lack of written description of those enzyme sites, which, when linked, would 
generate the recited nucleic acid sequences. Therefore, the rejection is maintained. 

The following is a new rejection: 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1- 12 rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 is vague and indefinite in the recitation of "if the vector backbone has an 
open reading frame that is 5' to the site and is in frame with the open reading frame 3' to 
the site, the vector backbone includes a promoter that is operably linked to the open 
reading frame which is 5' to the site" since it is not clear what "site" is being referred to. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nancy T. Vogel whose telephone number is (571) 272- 
0780. The examiner can normally be reached on 7:00 - 3:30, Monday - Friday. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on (571) 272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



NANCY VOGEL 
PRIMARY EXAMINER 
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